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ARGUMENTS 

The sole remaining rejection of claims 34-36 and 40-43 is alleged lack of written 
description (35 U.S.C. § 1 12, first paragraph). It is alleged that the genus of fusion molecules, 
particularly the components of the fusions, encompassed by the claims is unduly broad. It was 
asserted that possession of the "large number" of fusions encompassed by the claims has not 
been demonstrated, on the grounds that the specification only "discloses" a fusion polypeptide 
comprising a DNA-binding domain that recognizes a site in the VEGF gene and one of 5 
enzymatic domains. (Final Office Action, page 3 last sentence). In addition, it was also asserted 
that Applicants arguments were not persuasive, in part, because the components were argued 
"separately." 

At the core of this rejection is the misapprehension that in order to be adequately 
described, multiple examples of the claimed fusion proteins must be present and/or a laundry list 
of representative embodiments must be disclosed. While the Examiner acknowledges that there 
is no requirement that the "sequence/structure for all embodiments to be disclosed or known," 
what the Examiner is in fact requiring is exemplification or listing of multiple particular fusion 
proteins falling within the scope of the claims. (Final Office Action, page 7). Requiring 
multiple examples and/or laundry lists of possible fusion molecules in order to evince possession 
is factually and legally improper. 

Legally, the assumption that satisfaction of the written description requirement 
necessitates that the Applicant exemplify and/or provide literal description of the structure of 
every possible fusion molecule encompassed by the claims is untenable. The written description 
requirement of 35 U.S.C. § 1 12, first paragraph should not be used to reject every broad, 
pioneering invention. Instead, each application must be judged on the particular fact pattern 
(disclosure, state of the art, etc.) with the underlying assumption that the specification as filed is 
presumed to satisfy the written description requirement. See, e.g., In re Wertheim, 541 F,2d 257, 
265, 191 USPQ 90, 98 (CCPA 1976). 
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Disclosure, much less exemplification, of multiple embodiments has never been a legal 
requirement of 35 U.S.C. § 1 12, first paragraph and, in fact, the Federal Circuit, the Board, the 
M.P.E.P. and the PTO's own Training Materials forbid such a test. ^ 

Here, the as-filed specification contains pages upon pages of literal description of known 
enzymatic portions of chromatin remodeling complexes {see, e.g., page 32-44) and known 
polypeptide and non-polypeptide DNA binding domains {see, e.g., pages 30-32), along with 
disclosure of methods for making various types of fiision molecules {see, e.g., page 44, line 18 to 
page 45, line 19 in the section entitled "Construction and Delivery of Fusion Molecules"). 
Moreover, detailed description is also present in the as-filed specification regarding the fusion 
molecules perse {see, e.g., pages 30-32 for protein and non-protein DNA binding domains, 
pages 32-42 for enzymatically active portions of chromatin remodeling complexes, and pages 
44-53 for fusion molecules comprising these components, particularly pages 44-45 for fusions 
comprising non-polypeptide DNA binding domains). 

Thus, it is plain that Applicants were in possession of the claimed subject matter at the 
time of filing. To require literal description of actual, multiple embodiments is contrary to all 
established precedent. 

Indeed, the Examiner has ignored the well-established rule that an applicant need not 
describe and preferably omits that which is not new. As set forth in the recent case of Capon v. 
Eshhar 76 USPQ2d 1078 (Fed. Cir, 2005), the Federal Circuit completelv rejects the notion that 
the specification must describe information {e.g., sequence data) that is either known or can 
readily be determined based on scientific facts {Capon at page 15, emphasis added): 

The "written description" requirement must be applied in the context of the 
particular invention and the state of the knowledge . The Board's rule that the 
nucleotide sequences of the chimeric genes must be fiiUy presented, although the 
nucleotide sequences of the component DNA are known, is an inappropriate 
generalization. ... 

The "written description" requirement states that the patentee must describe the 
invention: it does not state that everv invention must be described in the same 



' Indeed, as the Examples of PTO Training Materials on Written Description, including Example 14: "Product by 
Function," make clear, disclosure of a single species can readily satisfy the written description requirement for broad 
claims. 
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way. As each field evolves, the balance also evolves between what is known and 
what is added bv each inventive contribution . 

The holding in Capon in particularly relevant to the instant case because the fact pattern 
in Capon is highly analogous to the fact pattern in the case at issue. In Capon, the Federal 
Circuit held that the precise sequence of a chimeric (fusion) antibody need not be described 
because the components were well known. Examiner's assertion in the instant case that 
Applicants are required to disclose multiple examples of particular fusion molecules, when each 
of the components (DNA binding domains that bind to particular target sites and enzymatic 
portion of chromatin remodeling complexes), as well as methods of making fusion proteins, were 
well known and described in the specification as-filed, is inconsistent with the requirements of 
the first paragraph of Section 112. 

Contrary to the assertions in the Final Office Action, it is totally proper (and persuasive), 
as the Federal Circuit reiterated in Capon, to argue that each component of the fusion molecule 
was well known and described, methods for fusion are well known in the art and described in the 
specification and, hence, the claimed fusions are described. Applicants have clearly evinced 
possession of the components of the claimed fusion molecules and, accordingly, have satisfied 
the written description requirement. 

Moreover, Applicants also amply describe that which is new, /.e., using the claimed 
fusion molecules to modify chromatin in a target region. Thus, the disclosure of the specification 
as filed more than satisfies the written description requirement with the respect to the pending 
claims; and the notion that the specification provides "sufficient information in order for a person 
of skill in the art to construct such a product," but somehow fails to describe that product is 
completely at odds with not only Capon but with every case, rule and guideline relating to the 
written description requirement. 

Thus, literal description is present in the original claims and description and the written 
description requirement has been satisfied. Applicants have shown possession of the claimed 
molecules at the time of filing - clearly and unmistakably. The written description inquiry need 
go no further than the claims and text of the specification itself, which clearly evinces possession 
of the subject matter of as claimed. 



4 



USSN: 10/084,826 
S14-US2 
PATENT 



Applicants also note that the reliance on Vas-Cath, Lockwood and Eli Lilly is misplaced. 
The written description inquiry is fact-dependent. As such, the holdings in the various cases 
cited in the Answer are particular to the facts of those cases. In point of fact, the specification at 
issue in every case cited by the Examiner did not contain literal description of the claimed 
subject matter. As noted above, the facts and holding in Capon are much more relevant to the 
case at hand ~ disclosure of the particular fusion molecules is not required to satisfy the written 
description requirement when the components of the fusion molecule (and methods of making 
fusion molecules) were known and described. Applicants' specification contains precisely such 
literal disclosure and, accordingly, possession of the claimed fusion molecules has been 
established. Indeed, by disregarding the presumption of adequate description and the clear literal 
support in the specification set forth in all the case law, the rejection contravenes all established 
law, rules and guidelines. 

In sum, the claimed compositions are described in the as-filed specification in such a way 
that a skilled artisan would clearly and imambiguously recognize that Applicants were in 
possession of the claimed invention at the time of filing. As such, the written description 
requirement is satisfied and Applicants respectfully request that this rejection be withdrawn. 

For the reasons state above, Applicant respectfully submits that the pending claims define 
an invention that is novel, non-obvious, fully enabled and described by the specification. 
Accordingly, Applicant requests that the rejection of the claims be withdrawn, and that the 
application proceed to allowance. 



ROBINS & PASTERNAK LLP 
1731 Embarcadero Road, Suite 230 
Palo Alto, CA 94303 
Tel.: (650)493-3400 
Fax: (650)493-3440 



Respectfully submitted, 



Date: November 14, 2005 




Dahna S. Pasternak 
Registration No. 41,41 1 
Attorney for Applicants 



